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l.This opinion contains indications relating to the following items: 



X 


Box No. I 


Basis of die opinion 




Box No. n 


Priority 


□ 


Box No. Ill 


Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 


□ 


Box No. IV 


Lack of unity of invention 




Box No. V 


Reasoned statement under Rule 43Wj.l(a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 


□ 


Box No. VI 


Certain documents cited 


□ 


Box No. VII 


Certain defects in the international application 


□ 


Box No. Vm 


Certain observations on the international application 



2 FURTHER ACTION 

' If a demand for international preliminary examination is made, this opinion will be considered to be a ^^ritten opimon of the 
International Preliminary Examining Authority ("IPEA") except that this does not app y .^^^^^^^^ 
Authority other than this one to be the IPEA and the chosen IPEA has notified the International Bureau under Rule 66,lbis(b) 
that written opinions of this International Searching Authority will not be so considered. 

If this opinion is, as pn)vided above, considered to be a written opinion of the IPEA, the applicant is ^^^^J*^^^^^^^^^^ 
IPEA a written reply together, where appropriate, with amendments, before the expiration of 3 months from the date or 
mailing of Fonn PCr/ISA/220 or before the expiration of 22 months from the priority date, whichever expires later. 
For fiirther options, see Form PCT/ISA/220. 

3. For further details, see notes to Fonn PCT/ISA/220. 
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Applicant's or agent's file reference 


FOR FURTHER ACTION 


See item 4 below 


700355053461 






International application No. 


International filing date (day/monih/year) 


Priority date (day/month/year) 


PCT/US2004/000255 


07 January 2004 (07.01 .2004) 


07 January 2003 (07.01 .2003) ] 


International Patent Classification (IPC) or national classification and IPC 
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1. This international preliminaiy report on patentability (Chapter I) is issued by the Internationa] Bureau on behalf of the 
Internationa] Searching Authority under Rule 44 bis.l(d), 

2. This REPORT consists of a total of 5 sheets, including this cover sheet. 

In the attached sheets, any reference to the written opinion of the International Searching Authority should be read as a reference 
to the international preliminary report on patentability (Chapter I) instead. 



3. This report contains indications relating to the following items: 

Basis of the report 
Priority 



X 


Box No. I 




Box No. n 


□ 


BoxNo.m 


□ 


Box No. IV 




Box No. V 


□ 


Box No. VI 


□ 


Box No. Vn 


□ 


Box No. Vm 



Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 



4. The International Bureau will communicate this report to designated Offices in accordance with Rules 44Wj.3(c) and 93bisA but 
not, except where the applicant makes an express request under Article 23(2), before the expiration of 30 months from the priority 
date (Rule 44bis ,2). 
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Forni PCT/IB/373 (January 2004) 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 


International application No. 
PCT/US04/00255 


Box No. I Basis of this opinion ; , — 

1 . With regam to the language, this opinion has been esuiblished on .he basis of the international application in the language in which 
it was filed* unless otherwise indicated under this item. 

□ This opinion has been established on the basis of a translation fiom the original ianguage into '^g^! 
which is the language of a translation furnished for the purposes of international search (under Rules 12.3 and 23.1(b)). 


_ M,.^. niii*iM^t(le and/or amino acid sequence disclosed in 
2 With res&roi to 8By nucieoiioe auu/u* ouuuu «v*»» 

* claimed invention, this opinion has been established on the basis of; 


the international application and necessary to the 


a. type of material 




1 1 a sequence listing 




[n table(s) related to the sequence listing 




b. format of material 




1 1 in written fonnat 




1 1 in computer readable form 




c. time of filing/fiimishing 




1 1 contained in international application as filed. 




□ filed together with the international application in computer readable form. 


Q fiimished subsequently to this Authority for the purposes of search. 


3 n In addition in the case that more than one version or copy of a sequence listing and/or table relating Aereto has been 
L application as filed oVdoes not go beyond the application as filed, as appropriate, were fiimished. 


4. Additional comments: 





Form PCT/ISA/237(Box No. I) (January 2004) 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AOTHORITY 



International application No. 
PCT/US04/00255 



Box No. n Priority 



I I The following document has not yet been furnished: 

I I copy of the earlier application whose priority has been claimed (Rules 43bis. 1 and 66.7(a)). 
I I translation of the earlier application whose priority has been claimed (Rules 43bis.l and 66.7(b)). 
Consequently it has not been possible to consider the validity of the priority claim. This opinion has nevertheless been 
established on the assumption that the relevant date is the claimed priority date. 

' n TOs opinion has been established as if no priority has been claimed due to the fact that the priority claim has been 
" found invalid (Rules misA and 64.1). TTius for the purposes of this opinion, the international filing date mdicated 

above is considered to be the relevant date. 

3. Additional observations, if necessary: « ^ ., i- *• -xi..-,w 

This international Searching Authority acicnowledges applicant's claim for priority to U.S. Provisional Application Number 
60/438.393 files 07 January 2003. 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCT/US04/(X)255 



Box No. V Reasoned statement under Rule 43 6£f.l(a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



1. Statement 



Novelty (N) 



Inventive step (IS) 



Industrial applicability (lA) 



Claims 1-59 



Claims mm 



Claims 1-59 



Claims NONE 



__YES 

_YES 
NO 



Claims 1-59 



Claims NONE 



_YES 
_N0 



2. Citations and explanations: 



Claims 1-59 meet the criteria set out in PCT Anicles 33 (2)-(4). because the cited prior art references do not specifically teach a 
composition comprising porous silk fibroin material having all the propenies (e.g. , a compressive modulus of at least 100 kPa or a ore 
diameter of 10-1000 microns with a biologically or pharmaceutically active molecule, i.e., a growth factor, cytokine or integrin) as 
claimed instantly. The cited prior art further does not teach a method to make said silk fibroin material or said material comprising a 
biocompatible material. The cited art also does not teach methods to produce an engineered tissue, a cartilaginous tissue com})rising 
seeding multiple mammalian cells or a to produce a bone tissue according to the steps and components claimed in said method (s). The 
cited prior art references only refer to the subject mauer of the claimed invention in general terais with only specificity that the silk 
fibroin is applicable in the composition and methods cited in said prior art references. 



Thus, the cited references do not teach or reasonably suggest compositions or methods to obtain die claimed invention. Therefore, 
the Claimed invention is nei±er anticipated nor lacks an inventive step over die cited prior art and dius has industrial applicability 
because the subject matter claimed can be made or used in industry. 
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